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DETAILED ACTION 

Applicants' arguments, filed August 5, 2008, have been fully considered. 
Rejections and/or objections not reiterated from previous office actions are hereby 
withdrawn. The following rejections and/or objections are either reiterated or newly 
applied. They constitute the complete set presently being applied to the instant 
application. 

Response to Arguments 

Applicant's arguments with respect to claims 19-27 and 35 have been considered 
but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 102 

Claims 19, 20, 22, 24, 25 and 35 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Suzuki et al (US 6,242,430 B1). 

Suzuki et al (US 6,242,430 B1) teaches a method comprising concurrently 
administering a host-rotaxane and an agent (a flourophore), wherein the host-rotaxane 
is a methylene chain, i.e. the host-rotaxane is not a polymer, in a pharmaceutically 
acceptable carrier, water, a liquid filler or diluent (Figures 2 and 3, column 1 , lines 47-65 
and column 10, lines 33-40). As for claim 22, Suzuki et al does not explicitly teach that 
the agent is administered to target cancers, tumors, etc.; however the instantly claimed 
active step of administering the rotaxane/agent complex to the instantly claimed patient 
population, a subject, is taught. If the body of a claim fully and intrinsically sets forth all 
of the limitations of the claimed invention, and the preamble merely states, for example, 
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the purpose or intended use of the invention, rather than any distinct definition of any of 
the claimed invention's limitations, then the preamble is not considered a limitation and 
is of no significance to claim construction. Pitney Bowes, Inc. v. Hewlett-Packard Co., 
182F.3d 1298, 1305,51 USPQ2d 1161, 1 165 (Fed. Cir.1999). In the instant case, it 
does not appear that the claim language or limitations result in a manipulative difference 
in the method steps when compared to the prior art disclosure. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over Suzuki 
et al (US 6,242,430 B1) in view of Nobuhiko (US 5,855,900). 

Suzuki et al (US 6,242,430 B1) teaches a method comprising concurrently 
administering a host-rotaxane and an agent (a flourophore), wherein the host-rotaxane 
is a methylene chain, i.e. the host-rotaxane is not a polymer, in a pharmaceutically 
acceptable carrier, water (Figures 2 and 3, column 1, lines 47-65 and column 10, lines 
33-40). Suzuki teaches that the agent is bound to a cyclodextrin guest molecule, which 
is associated with the host-rotaxane (Figures 2 and 3, column 1, lines 54-65). Suzuki et 
al further teaches the rotaxane complex is useful for medical diagnosis and treatment 
(column 1 0, lines 33-40 and column 1 1 , lines 3-6). Suzuki et al does not explicitly teach 
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that the agent is a drug. Nobuhiko teaches that cyclodextrin guest molecules, associate 
with host rotaxanes, can be conjugated to a drug, providing controlled release of said 
drug (abstract, Figure 2). Therefore it would have been obvious to one of ordinary skill 
in the art at the time of the instantly claimed invention to modify the cyclodextrin of 
Suzuki et al with a desired drug to provide controlled release of said drug, since these 
host-rotaxane/guest molecule complexes were known to be useful in such application, 
thus resulting in the practice of the instantly claimed invention with a reasonable 
expectation of success. 

Claims 23, 26 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Suzuki et al (US 6,242,430 B1 ) and Nobuhiko (US 5,855,900) as applied to claim 
21 above, further in view of Goodman and Gilman's, The Pharmacological Basis of 
Therapeutics. 

Suzuki et al and Nobuhiko teach the aforementioned host-rotaxane/guest 
molecule drug delivery complex, but fail to explicitly teach the routes of administration of 
claim 23, or the subsequent administration of an additional agent with bound or 
unbound to a guest molecule. 

Goodman's and Gilman's teaches that it is common practice in the 
pharmaceutical art to select an appropriate route of administration (parenteral, oral, etc.) 
and carrier system (solid, aqueous solution, oily solution, etc.) to optimize bioavailability 
for a particular drug (Goodman and Gilman's, p. 5, right column through p. 6 left 
column, Table 1 -1 ). Goodman's and Gilman's further teaches that the subsequent 
administration of the same drug or drugs may be desired to maintain a therapeutic 
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blood concentration of the drug or drugs over time (Goodman and Gilman's, p. 28 and 
p. 29, Maintenance Dose Heading). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of the instantly claimed invention to administer the composition via any 
conventional route of administration in conjunction with a conventional carrier system 
appropriate for said route (e.g. parenterally with a diluent or orally with an encapsulating 
material), since it is common practice in the pharmaceutical art to select an appropriate 
route of administration (parenteral, oral, etc.) and carrier system (solid, aqueous 
solution, oily solution, etc.) to optimize bioavailability for a particular drug (Goodman and 
Gilman's, p. 5, right column through p. 6 left column, Table 1 -1 ). Additionally, the 
subsequent administration of an additional agent unbound or bound to a guest molecule 
(e.g. an unbound drug or the host-rotaxane/guest molecule drug delivery complex) 
would have been obvious to one of ordinary skill in the art at the time of the instantly 
claimed invention. The subsequent administration of the same drug or drugs may be 
desired to maintain a therapeutic blood concentration of the drug or drugs over time 
(Goodman and Gilman's, p. 28 and p. 29, Maintenance Dose Heading). Thus resulting 
in the practice of the instantly claimed invention with a reasonable expectation of 
success. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTOPHER R. STONE whose telephone number is 
(571)270-3494. The examiner can normally be reached on Monday-Thursday, 7:30am- 
4:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on (571) 272-0718. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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